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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

• If the period for reply specified above is less than thirty (30) days, a reply v\nthln the statutory minimum of thirty (30) days will be considered timely. 

• If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTIHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)S Responsive to communication(s) filed on 15 December 2003 . 
2a)n This action is FINAL. 2b)l3 This action is non-final. 

3) n Since this application is in condition for allowance except for fonmal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 
Disposition of Claims 

4) 13 Claim(s) 1-47 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ^ Claim(s) 1-47 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or bO objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

1 1) 0 The proposed drawing conrectlon filed on is: a)D approved b)n disapproved by the Examiner. 

If approved, con-ected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review {PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) lEI Information Disclosure Statement(s) (PTO-1449) Paper No(s) 13. 6) □ Other: 
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DETAILED ACTION 

The following Office Action contains rejections to previously allowed and/or previously 
objected- to-as-allowable material as indicated in Office Action mailed 8/15/03. Accordingly, the 
following action has been made Non-Final. 

Information Disclosure Statement 
The information disclosure statement filed 3/1/04 complies with the provisions of 37 CFR 
1.97, 1.98 and MPEP § 609. It has been placed in the application file, and the information referred 
to therein has been considered by the examine'r as to the merits. However, JP 4-109927 and WO 
99/1 1754 have been lined-through because they are already of record. 

Drawings 

1. The proposed drawing correction and/or the proposed substitute sheets of drawings, filed 
on 12/15/03 have been approved. A proper drawing correction or corrected drawings are required 
in reply to the Office action to avoid abandonment of the application. The correction to the 
drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed in 
the United States before the invention by the applicant for patent or (2) a patent granted on an application for patent 
by another filed in the United States before the invention by the appbcant for patent, except that an international 
application filed under the treaty defined in section 351(a) shall have the effects for purposes of this subsection of an 
application filed in the United States only if the international application designated the United States and was 
published under Article 21(2) of such treaty in the English language. 

3. Claims 1 - 3, 5, 6, 15, 22, 27, 28 and 43 - 46 are rejected under 35 U.S.C. 102(e) as being 
anticipated hy U.S. Patent No. 6,330,464 to Colvin, Jr. et al. 
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In reference to claims 1 - 3, 5, 6, 15, 22, 27, 28 and 43 - 46, Colvin, Jr. et al. discloses an 
autonomous device configured for being capable of passing through a body lumen having at least 
one interaction chamber (14', 14") for containing a sample while in vivo (Col. 25, lines 51 - 61), the 
chamber having at least one indicator therein for reacting with the sample for generating optical 
changers in the chamber; at least one illumination source (18) for illuminating the chamber; and at 
least one optical detector (20-1, 20-2) for detecting optical changes occurring in the chamber (Col. 6, 
lines 26 - 56). The chamber is transparent in the wavelength of illumination. Colvin, Jr. et al. 
discloses a plurality of chambers each having a indicator separate from one another (Col. 12, line 65 
- Col. 13, line 2). Each chamber is sealed by a membrane which selectively enables passage of a 
sample but not of the indicator (Col. 6, lines 51 - 56). Colvin, Jr. et al. discloses receiving an endo- 
luminal sample in an interaction chamber, the chamber having at least one indicator therein for 
reacting with the endo-luminal sample for generating optical changes in the chamber; illuminating 
the chamber; and detecting the optical changes occurring in the chamber (Col. 6,lines 26 - 56). 
Colvin, Jr. et al. discloses a transmitter . 

Claim Rejections - 35 USC % 103 . 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this tide, if the differences between the subject matter sougjit to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

5. Claims 4 and 47 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 
No. 6,330,464 to Colvin, Jr. et al. as applied to claims 1 and 43 above, and further in view of U.S. 
Patent No, 4,817,632 to Schramm. 
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In regards to claims 4 and 47, Colvin, Jr. et al. discloses obtaining a sample in the interaction 
chamber using a selectively permeable membrane (Col. 6, lines 51 - 56), but fails to disclose using a 
micro pump for drawing the sample. Schramm discloses a device for collecting a sample in a 
chamber using a selectively permeable membrane. Schramm discloses the use of a micro pump to 
aid in the movement of the sample across the membrane to the chamber (Col. 4, lines 19 - 27). It 
would have been obvious to one having ordinary skill in the art at the time the invention was made 
to modify the device as disclosed by Colvin, Jr. et al. to include a micro pump as taught by Schramm 
in order to draw the sample into the interaction chamber for analysis (Col. 3, lines 35-44). 
6. Claims 1 - 2, 7 - 18, 21 - 38 and 40 - 46 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over WO 01/53792 A2 to Given Imaging Ltd. In view of U.S. Patent No. 6,330,464 to 
Colvin, Jr. et al. 

In regards to claims 1 - 2, 7 - 18, 21 - 38 and 40 - 46, Given Imaging Ltd. Discloses an 
autonomous device capable of passing through a body lumen and determining in vivo conditions, 
the device having at least one interaction surface (54) for receiving a sample while in vivo, the 
surface having at least one indicator immobilized thereon for reacting with the sample for generating 
optical changes (Page 6, lines 14 - 19); at least one illumination source (51) for illuminating the 
surface; and at least one optical detector (55) for detecting optica! changes occurring on the surface. 
The surface is transparent in the wavelength of illumination (Page 11, line 30). Given Imaging Ltd. 
discloses the optical detector being an imager for obtaining images of the interaction surface and of 
the body lumen in which the device is disposed and producing video signals thereof (Page 11, line 29 , 
- Page 12, line 3) . The device includes a transmitter for transmitting the video signals and a 
receiving system for receiving the video signals (Page 11, line 26). Given Imaging Ltd. discloses the 
device being suitable for passing through a GI tract and receiving a sample from the GI 
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environment (Page 11, line 32 - Page 12, line 2). Given Imaging Ltd. discloses the device being a 
swallowable capsule. However, Given Imaging Ltd fails to disclose the interaction surface being an 
interaction chamber. Colvin, Jr. et al. discloses an autonomous device for determining in vivo 
condition. Colvin, Jr. et al. teaches the device having an indicator located within an interaction 
chamber. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the interaction surface as disclosed by Given Imaging Ltd. to include 
an interaction chamber containing the indicator as taught by Colvin, Jr. et al. in order to help protect 
the indictor while in use (Col. 25, lines 50 - 61) 

7. Claims 19, 20, 38 and 39 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No. 6,330,464 to Colvin, Jr. et al. in view of WO 01/53792 A2 to Given Imaging Ltd. 

In regards to claims 19, 20, 38 and 39, Colvin, Jr. et al. discloses a system for determining in 
vivo conditions, the system having two opposing ends; two interaction chambers (14', 14") for 
containing a sample while in vivo, the chambers each having at least one indicator therein for 
reacting with the sample for generating optical changes in the two chambers(Col. 12, line 65 - Col. 
13, line 2); at least one illumination source (18) for illuminating the two chambers; two sensors (20-1, 
20-2) for detecting optical changes occurring in the interaction chambers and producing signals 
thereof, a transmitter for transmitting the signals to a receiving system, wherein the two chambers 
and sensors are positioned at an opposing end of the system. Colvin, Jr. et al. discloses a battery 
(40) for providing power to the system. However, Colvin, Jr. et al. fails to disclose the sensors being 
image sensors for obtaining in vivo images of the interaction chambers and the surrounding 
environment. Given Imaging Ltd. discloses a system for determining in vivo conditions where the 
sensor can be an optical detector or an image sensor for detecting optical changes and for obtaining 
in vivo images of the interaction surfaces and the surrounding environment (Page 6, line 30 - Page 
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7. line 1). It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to replace the optical sensors as disclosed by Colvin, Jr. et al. to be an image 
sensor as taught by Given Imaging Ltd. in that Given Imaging Ltd. teaches the optical sensor and 
the image sensor as functionally equivalent and therefore interchangeable. 

Response to Arguments 

8. Applicant's arguments with respect to the claims have been considered but are moot in view 
of the new ground(s) of rejection. 

9. However, the Examiner agrees with the Applicant in view of the rejections made in the 
Office Action dated 8/15/03. Specifically, the 35 USC § 112 rejection has been withdrawn because 
the claim now is definite. Additionally, the 35 USC § 102 and 35 USC § 103 rejections have been 
withdrawn because the claims now clearly recite limitations related to the autonomous structure of 
the device; a feature the prior art previously made of record does not teach or suggest. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Jonathan ML Foreman whose telephone number is (703)-305-5390. The 
examiner can normally be reached on Monday - Friday 8:00 am - 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Mary Beth Jones can be reached on (703)308-3400. The fax phone numbers for the organization 
where this application or proceeding is assigned are (703)-872-9306 for regular communications and 
(703) -872-9306 for After Final communications. 
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Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703)-308-0858. 




